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Pakt II— Sbc. Mi ] 


(ir) 153- <d) > 

”153 V. fro ^ ^ 

yr3iT^ -(1) ^^ 

IWH 'm ^ ^rqi^ M'jflch'CJI ^ <H ! ^H 

^ 24 ^ ^ ten ^ te aiter 3#r twran ^rnrift 3?tefnn, 

1940te mr 3 (IK) 4 #^=nte 11 

0 ^ arrj^te), ter nr atert nit wsnr an^ yif^ ^ v 3 

linfNt<n)t3ter%aT^rra25n-Iit ar^mniin^ ^n=it^wfti 

153-n arter aflr TR?m wmt a#ten, 1940 nit nm 3 (^) it nnr nteite arr^^te, 
ternr^pr^ftii^ ifenr T^jnsRir atert%tek%te^^^^'^n)nr[^TW^^3?T^“ (I) 
terft '^i^<3fi\cn, nr ipRt nr i^n^rnTf a^n^ nit fnn^t ^ ^nnn tefWr ni^ % Ite 
ite niTR ni^ nr *3^ nntnOT ^ ^ M4ln,<ui tm ^ n>T arten 
•steiT % teT4 n^ten nteir nnr ar^n ai^ter ^jnnr nit ^ nit ni 3 t^?tto 
nit mm- 24 k-I ^ ten ^nr^nr i n^ mte>i^ arten nit ^snn n>^ a^tr ^rnm mnteTn 
pnH niT^ % te ^qr^, nin n nifte? fnteoHi, ^^nnt, ter aftr teriM (an^ 
term) % after teten nnite nr ^ i^nteM artete teft ar^n a^te)^ nit atet 
ar^rorn n^ntei 

(2) %5r ^frmiR, an^, ^ n fnfanm . ^pint, ter aftr FteitWt (an^ tem), 

aftr nter H'nHn nr ^ artejte niti ann artemr an’ ^jftn) , ter 

nit ^ nr un-Tn-rt atej nit want ai^rm mte# nit ter 

n>)*ii I mr art^nrift ^i»n^FRn>R^ ann 'Srnmmntn^mT^nsnTnmmT^ %n?mrT afl? aftnfn a^ 

; V 

ir^inRi aiftPin^ rmr 3 <h% atrFtnn^tennn?^’%'3nn^%i3^nanTn nit nR 
am^f^n>, ftn§r nr ^hhI nit nfe nr i^<=hi<in aftert % temn % ^rcr anpiften ^nft 

ntei 

(3) ^ -mm, amj^, ^ n Uk>vHU ter aftr (an^ tem), 
fnRsn-aftrqteR n>c-iii>Ji an^^^te, term nit teftfe nr rpm after nit 
teit ^ tern % te ar^;^ nnn njrn % te ^armn n^nvmr nrsin mRt n^# ^ 
^ 3ten nntem #Rf?T arten nit ^ntn nRtet nnr an^^te), ter nr ^*nnt aflnnt nit 

iNtem ^rter nte? 2 nnt nr Tmnn ^ artejnHi % ^nte ^ n?nnT, an^^, ntn n 
rnfte) rnteoHi, ^zpnt, ter afk ?teteit (an^ iWr), ^nR«n aftr nter nr^nm itenn 
JTTT nte nit mtnit I ^rrmn mntmmr wanr an^ mfm nit mte ^ 3 Tq#ff nit aten ^ ate 
vm 25nIlTttetnitmninrjtr’ 

(te iter, 155-11 it, nrm ’’ar^^j^ n” %mn, mm ”mm 26 •?-! ^ mte i 

(n) ten 156n, mm"f3teannFTtnT^%nin%nnnit 314 tete" m^srHnrmm 
*riRter4 3 te" te mte I 

(n) ten 156 n» 4, mm "tent nmint nn%nin%^nit 314 tete" 4 ^*nn nr mm 
•?rtei!4 3 te" te mte i 
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W qs^^anqnr.awfet, 

"(jfw) 3i^!ii% 3 ^i i{ j f^. ftf?r ^ 3R^ ^ tppm 3#l«w ^ ariVf^a w 

«ji'!<ai<i fHH f Hfe r ri ^ ^ ^ F< B ^ r grp p, awt^:- 

1 W dlfVi 

2 I4f«w» Tjfe jf i tHftId . tsH ^FR«P. gWl^R*, 

3 3?T^f^, ^ 3flT ^ ^ ^ tpm ^ 

iHMO'-fl J\<L\ I" 

W 160%^^S?RTT^^HHfi^fiad 37«nrT> 

"-160 ^ tn^- 

fag ^ % fq?^ 4 ^ ^;[!^ ftrar 

3flT ?pHt ??ft:?TT % 

<wr tinwMrTT^ 

f< #f jyR ^ 3qH«T 3T^ ^qqRT % ^ t 3n^, fay 3^ ^ppft ^ fe 3^7 

^^ 

^TFT^r 

W 161 4, (1)^, ^ W^' %^?T^ "3T^Ji?rTitTfe^, 3?^^^ 

^zftjRT 3?|T 4^i)d " ^ ^?rr^ I 

(^) 161 4,3?f^(3)^^(I)%^ rdRfar<ad ^T^^^3WB :- 

{?I5R?) (tjfe ^ ^)" 

(?T) 161 (3) ^ Tts (111) fHHfnfed ^3q«ltd :- 

(?r ) 161 4,3^f^(3)^^(Vl)%^PdMfHryd^7^^3!Tt7n37«m :- 

"(vw) ^ m ^ dRte r 

(Z) 168 1^, dlfriohl 4, sfRi^ TteTT 1 3ftT 

(dHl^fidd 3 ^It widfid^i 5P>T?T: 3T?|frr:- 
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ISiiEiHHi 


”1 

4 

^I?pif<an 3fNftpn 

it)i \ m 4 ^dnl ^ ^■4<+>'l'Jf| 4 7T?TT 

3^T^,-?Ttn ^ yl^rdch rdfcboHI, ^^pp#, ^ WT- 

^fWt37^ W W 4 y3#Td ^ 

^TFT^ 3^ ^ TFT^ % 3T^ 4 f^timT % ^ 3T^ 

^ 3?^^ fen i an^, fer aftr ^pnft ^ ^ 

a^ ^ ^ nfen 3n^ ^ fefeft 3 ^ femr ^ 

^ few anj^rfe ^ nr?^ 


( 3 ) TOr24TT %T8TRF^rHMfHftdri 3T2l}rT:- 


24 

{f^l53 3ftTl53;3(l)^} 

^ ^ fqchl ^chi^ -ho^i rWT 

<S4<«W ^ 3^Piqtl ^ ??KT 3 (^) ^ -STf^^ I 

1 -.^y% -feST ^ 

-.4 f^ ^ ^ ^ ^nSTT 3flT 

% 1^ ^n<\SKI ^5T3T/^i^ I 

2 Mr 3 ^ ^ ^n# -3^ cFT ^ 3fn^ % cfit 

ftHTHfidd '»1Hc+>ir<^i ^ ^(MT i\?m< ^7^1) 

1 3^CJV Chi "ilH 

3 

5 

6 ^mRT 

(^) 'Wi^^chli^ch •iiH 

(13) HIM 










[MPTii—^rqy3(0] 
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(tt) X(^ VR 

(^) Tmi 

1 re<^d »u | h 1 (^T m > 

8 ^Krltn ^iftrTT, ><Kn1« itftrfT ^ ftw ^ 

<3^11 ^T ^JopsjtfT ifJT 

9 M\i 

10 


11 

12 


13 ftR ^JT ^!Fft 3fMf % gftr ^Tjter>r ^ d g RWI ^TgW? % 

3I^cTI^ 3lflT 3iyi^ 


14 --- % 3|?ri?T % W ^ 

^ ft«IT W13j|T ^ Wn^T RW 3?^^ ^ I 


rTRi^ 


- 

(3n^) 


feu^uft: 3?i^^%Rr5T^ifeN^^TOTT^T?^^nft^r' 

(^) 24tr%^, ftc#ffeRT w^sntp* 

”wnr24^1 x 

{fjm I53n(i)^} 

3T!^[^j^, ftrar ^ ^IFft ^ ^ ^ ^ ^^sft^Ror ^RSn 

1 --—^/% :4/|rq-3?Tg^ft[^, feS’ ^ 3#rtl 

-4 ^ ^ S?^ q^sftsR^ R5®n 3 At 3T^^ 

TOH ^ Ud^gKI 3^T^ <t><dl/<*><ffl ^/fl 
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2 ; 

(^) -fiM 

W si^ w] 

(tr) 

(if) ^rdit 

3 

5 Tp^ 

6 

7 

8 ^t^cenl ^ ^«ioiTii wWvi 

9 3j|T ^ ^ 

10 ^^cqRT^TDfClTn^FTpT^ 

12 

13 iMAll'l ^ 3T^ 

13. ; 37T^, fro 3W3R —.% Wnim ^ ^fmn ^ Wf^d 

14. #3T7W.%3[mTmi?T^%w. 

mfm . 

(3n^) 

. 

^ % Vil^ ql'>lll I 

(^) ^24^-1 %^, TnHrdfeia ^ ufd^irMd 3!^:- 












3f!^, ^ ^TFft Mmi ^ 

1 . 4 ^.^.4fi 

3ng^, ftwr 3W?sir ^INRi4l% #5 


ir,-ir:i>T.*.:^fr.ir:*%.irT.i^?n-u?l^.-ifci??Bi»r..:n r*:!i(. tH::B'*i» t rg‘iL''Bg:?nnn:.ii:i-r.g ~J!rig:i;.r«ft‘fi..n- 


- \ ,„iOiI <1 r_r_ ‘_ft -p>- ' 

^ T*ff^ ^I^FT pit ^InP [) 

WT1 (3ifi:fPw»r^qm JK^ 

1 . 

2. ^<+>4^4 

3. 

4. (^^%) 

5. 

6. 4#5h 

^) HW 

n) 


8 . 

9. ■3rTO ^ ^uiv^ltii 

IG. M^q} 

11 

12 . 4 ^ 


1.3f^ ^ ^ (3?fvfWT ^ «|RT 3(^) 4 Mft'flfiwi 31?^ ,^^'|vlH %^^?W 4tt^, 

3?w ^pp# % ==n4^ 

2. 44t5R 

^) HW 

^) 4^tfn«r) *TPT 
^) y-^iW ^ 

^)Tm 


4. MtftftirH^VW 

5. 
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[Part 11—Sbc. 3(0] 


raHHf^T ^ Iq^^n M«61d (HTO? ftqicnH tn?CT) 

^ ^JCTOTT 

10. <fa F rya ^ yr <^Tfi 

11. 

12 . 

13. 

14. farfRRiwi 4 3^Pj4kif) (fw Tfer) 

41 ^ ^ % RTH, 3#?lRt 3lk 

15. ^/fTRPiHRnl^n ch^dl f 

('4>) r^rnHiui r^rnRi^i ^ ottir ^ 

(^) Whmt«i ^ ^/RT^ 3m vw ^ ^ yfaf^ ^ n i^/Fnt srrr 

^ 1 

(■r) fepTRW ^ ^ VR^ifciri afrr 

16. #aT#t.% 37?m ^cbK % . 


wmx . 

(3Tf^) 

. 

! R>H ^ RTR“ 3^tT ^TRR % ^ RcTT RFT ^ifeFT cfJT I 

# WfrWMrrW^ ^ nfsFRT^JTRTT F^ ^ ^ W cll^^ 

^Ri% rf??T r^rnRi^i ^ |r, ^ T^rf^ ^ I 

(W) 3F5?^^^,^m25TT^, iR*Hf(rlfyd ^ ufd^lfMrl t^^STlT^, 3^:!:- | 

"yq^ 25 ^ 

(pm 154^) 

I 

. 

i I 

I I 

^ 15^.qjT ud^^gi'fi M'dH^ui tm ^ qi t/t sfrr [dHr^feid \ 

q#m % fn^viH afR % amrr. tt fm qf^ fHHf^fiarr an^qfqq?, i 

j 

i 

I 

i 

I 











ym II—3(i)] 
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(^) dih41+) (^). 


(3lftrf^fT^VRT3 3^T^,fTO3qW^PFft3M^%^RlT^ 


(T§“) "Hc^K H'»f|et><u| tilSHl 

(n) 

iii) 

iv) Tm 

3(x5T) A'm 37«forT ^1^^ 311^, 3mT 3M^ 

%i7m^rTf) 


(T§“) 3c^rT^ tiiSHi 

(tt) 

ii) 4?i(Pi<^) dTH 

iii) 

i v) ‘^TOT ^??ftrT yT 5 

v)TTTyr 

2. .^.I 

3. rWT 3ffNfe3^y^m«RRyyt3q^^ 1940% 


y#^%%trfT^. 


FFTm. 

(3TI^^) 


%t 

1. ^TTF^3^tTy^fe^y^yy^^7%yj^3i^%f^%^4#T^iT'5TnTnT 1 
a^lry^Tm^Warf^^m, 1940%3R%T%^M^%3T^qT^y^ 
f%yr 'ni^^i I 

yWf^a %t '»iii<*ri I 

?n^ytft»'=bK'\ m y^yr «ft I^Edifer hhi ^m\ i 


3347 GI/06—2 
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4. 

^ ^ I ^rRcTf^HH 

Mftsiffrri % Tfl^ TO % HTH ^ M<^ir^=bKl ^ WU ^ 


^25iEr 


r, 3q^> 


25 If -1 

(f^ 153^^) 

?rm 3TT^, 3M^ % 

mfom t fe afir irom 'hthtA 1945 h 3T^3^r % 

^ wr 3TT^, ftl^ 3TW 3M^%M^lu| ^ pftM.^_ 

. . . . % 'mf^ ^ 3 fm^ TT.I 


rTifter: . 

t^th; . 

’HOMI ^ ifl^-" 

1. Hc^K m4)4><U | 3T^, fer 3TOT 3M^ % Mw 

'^t<1 c^^Tl I 

25 ii-II 

(FWT 153 -T[^) 

^ ^ 3T^,fTO 

foirHHWi ^ <irqr< M^lcb^uj 

^mjurd feTT^sTTrTrtfa afNfe aftr fn^^ic^c^l, 1945 3TteT3ff% 

SFJ^TT^TT ^ <j 4^ 3TSTcrr ^llHrcj 3Tr^^, 3T2I^ % f^rfHRW ^ 

s^h .^. , . . . . ..TOH^Tfi 

sft I 


Tsth: 




F^?TT^. . . . 
. . . 













BcMK Tclftltd sftrBf^rid ^ I 
2. 3T1^^ ^ ini^ ^ ^ 3 ^l?TT Bc^Tl^ 

^JTR)‘^J^^rT«?f B^T ^cf? n[n ^ ^ l" 


w 





, BTqtri;:- 


”tto25-^ 

(f?mi54^^) 

^15'^i^ ^.. 

... %?[RT.-^f^KIrTqf^^^n^^ffeaT^T^zp^ 

^ lJd<y[KI B<^ Mv^lch^ui T^ c71|#FTTOBW t I 
(^) rib’ll<^1 chlfH<^> (BFT). 

(^) 3^h5Ife m BFT (tJc^ ^ ^ rnHrdRdrl ^#cT 3TOT ^ ^ ^) 

(arfe'f^^mTTS (■5F)^MR^iftn3TT^ft^srB^^c^|3Mwf%TTm^^t) 

(^) W^ Hv»fl=r><«i 
(^) ^i^hI'^HI 

(i) 't<<«w<l 

(ii) %(^BW 

(iii) 

(iv) -m\ 

^ «rRT 3 (^) ^R'Hirtin fe amr wifn^ 37 t^ fro 3?^ 3i % 
(^) '3?^ M'»ll'»><«l 

(tt) 

(i) 'Iih 

(ii) ^^llfncb BPT 

(i) qpT 

(ii) ■^rftrT ^ ^ 

(v) m\ 




3. 




I 
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4 1940%3f?piFr 

3T^?Trft%3T^ 

#TT I 

. 

. 

'»1I'0 ^>7^ ^ TTR^. 

1. 0115^71 y<^Tl •icilch<'^l '3H*|^HlRrl w[<^< «ai I 3?/tT 

^Rim Timift 3!ftrfWT, 1940 % strFfcT % 3T^7hT felT 

^nwi 

2. rl(5^^ "4 fl'Tt'll'ih) % him) "4 ^ sRq^'i ^ 

^^TTqrft I 

3. FTT en#7T % T|T«qTT ^ ^ WT-WT ^ 3#rf7^ 3^^T 

FTTF^ infeW5R^ 1^ ^ xft f^RfTlfer xTp^r I 

4. CTTF^ % 3Mrr IMftrT ^ ^ ^ ^ ^ 

; ^ ^ifefcT THt TJERT ^ I ^ ^ "4 ^ ^ cR eCrtxTR 

Mftclfdd % TTm W ^ TR dl$4fl ^ ^ c=TTF^ c^ rT^. 

hRcic^-i 3#Jchrl^ 3 W^ 3RlfV%f^^xrHj^ini^ l'' 


,'sm 26-R 



26-^ 

(1^ 155^) 

3n^|^,f^ 3T^ ^3^ f^rf^TR^T 

TT^dl^'^ %dc(lcf,<u| ^ WiT^r^ I 

3. .3Rrf^qf^437T^,fe3R?^-zpxft3^^ 

% M^trm ^ ..3TcnF H'jJlcfxtjj afiT di^^J^i 

#13^1...-roflcb^T^ fen TFTT t 1 


4. cT^nt^ <=h(ft<=hl % 'TFT 


3. afbsff^ ^^ (^lc4^ ^ fHHfdfed ToloK'^ft TlfFcT^ <^^*3 fen^ 1 

(3#rfxr^ ^ ?TRT 3 (^) ^RTFTiT^Tlfe 3TT^#^, 3T^ 

(^) <jrMl^ ^TT ^TTR 
(75)7tqto 

(i) ^<ctii<l HW 

(ii) 

(iii) xnrr 

(iv) irmr 

(3#fwT ^ TO 3 (^) 4 TO ^Tfrxrrfe 3 tto T^nfro arr^, amr 

vaftiqW%TOf^4) 














'irm ^ <MM2( : gRTWItOT 
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[<iPTn—gpjgsa)] 

(^) <Er^ ^ 'TW 
(^) <Er^K 
(n) ^f#5R 

(i) 'H'<®f)|<l *1l*i 

(ii) 

(iii) 

(iv) 

(v) Tm, 


^TTTI’ ciiOo. 




[4 ll027/8/2005-'S^#Fft (3TT^)] 

1^ 

TTIf. 28-10/45-'^(l) <11^^21-12-1945 ^sro w<«iO XTsm 

^ 9<t. i r ?ra -m^ 3lk 4..:■■■“.^ 


MINISTRY OF HEALTH AND FAMILY WELFARE 
[Depiartment of Ayurveda, Yoga and Naturopathy, Unani, Siddha and Homoeopathy (AYUSH)J 

NOTIFICATION 

New Delhi, the 18th October, 2006 


G.S.R. 652(E).'—The following draft of certain rules further to amend the Drugs and 
Cosmetics Rules, 1945 which the Central Government proposes to make without consultation with 
the y^^yurvedic, Siddha and Unani Drugs Technical Advisory Board, as it is of opinion that circumstances 
have arisen which render it necessary to make rule without such consultation, in exercise of the 
powers conferred by Section 33N of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby 
published as required by Sub-section (1) of Section 33N of the said Act for the information of all 
persons likely to be affected thereby and notice is hereby given that the said draft rules shall be taken 
into consideration after the expiry of a period of ninety days from the date of publication of this 
notification in the OfHcial Gazette. 

Any objections or suggestions which may be addressed from any person with 
respect to the said draft rules within the period specified above shall be taken into 
consideration by the Central Government. 

Objections or suggestions, if any, may be sent to the Secretary, Department of 
Ayuirvedic, Yoga and Naturopathy, Unani, Siddha and Homoeopathy (AYUSH), Ministry 
of Health and Family Welfare, Indian Red Cross Society Building, New Delhi 110001. 
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DRAFT RULES 


[Part II —Sec. 3(i)l 


1. These rules may be called the Drug and Cosmetics (Amendment) Rules, 2006. 

2. In the Drugs and Cosmetics Rules, 1945, - 

(aj After rule 153-A, the following rules shall be inserted, namely:- 
"153 B. Application for product registration number to manufacture Ayurvedic, Siddha 
or Unani drugs.- (1) An application for issuance ofproduct registration number for the 
grant or renewal of a license to manufacture for sale any Ayurvedic, Siddha or Unani 
drugs as defined in section 3(a) of the Drugs and Cosmetics Act, 1940 shall be made in 
Form 24-D to the licensing authority. 

(2) The product registration number for the said Ayurvedic, Siddha or Unani drugs shall 
be issued by the licensing Authority in Form 25 D-1 within a period of three months from 
the date of receipt of the application. 

153-C. Application for product registration number to manufacture patent or proprietary 
Ayurvedic, Siddha or Unani drugs as defined in Section 3 (h) of the Drugs and Cosmetics 
Act, 1940. - (1) An application for issuance of product registration number for the grant 
or renewal of a license to manufacture for sale any patent or proprietary Ayurvedic, 
'Siddha or Unani drugs shalTbe made in Form 24D-I alongwith product dossiers 
confirming testing protocol and other requisite information to the licensing authority 
which shall examine the application and submit its recommendations to the Drug Control 
Cell of the Department of Ayurvedic, Yoga and Naturopathy, Unani, Siddha and 
Homoeopathy (AYUSH) or any other agency notified for this purpose for granting 
product registration number. 

(2) The Central Government, Department of Ayurvedic. Yoga and Naturopathy, Unani, 
Siddha and Homoeopathy (AYUSH), Ministry of Health and Family Welfare or any other 
agency notified for this purpose shall issue the product registration number of each 
patent or proprietary Ayurvedic, Siddha or Unani drugs to the licensing authority which 
shall issue the licences for manufacturing of patent or proprietary Ayurvedic, Siddha or 
Unani drugs after receiving the said produx^i registration number from the Central 
Government and after satisfying itself regarding the provisions of the Drugs and 
Cosmetics Act and Rules made thereunder. 

(3) The Central Government, Department of Ayurvedic, Yoga and Naturopathy, Unani, 
Siddha and Homoeopathy (A YUSH), Ministry of Health and Family Welfare shall get the 
application examined by the product registration committee before the issue of product 
registration number for the grant of a licence to manufacture for sale any patent or 
proprietary Ayurvedic, Siddha or Unani drugs and the product registration committee of 
Ayurvedic, Siddha or Unani drugs shall be constituted by the Central government. 
Department of Ayurvedic, Yoga and Naturopathy, Unani, Siddha and Homoeopathy 
(AYUSH), Ministry of Health and Family Welfare by a Notification in the Official Gazette 
every two years. The product registration number shall be issued in Form 25D-11 within 
a period of three months from the date of receipt of the application. ” 


(b) In rule 155-B, after the word “Schedule T”, the words “in Form 26E-r\ shall be 
added. 

(c ) In rule 156, for the words “the 3C‘ December of the Yeai following the year in 
which”, the words “three years from the date”, shall be substituted.. 

(d) In rule 156-A, for the words “the 3I^‘ December of the year following the year in 
which”, the words “three years frorn the date” shall be substitute. 




[WTII—3(0] 


^ TWM5I ; 
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(e) in rule 158, ancr clause i^a) the following clause shall be inserted, namely:- 

"(aa) The licensee shall maintain the record for each individual patent or proprietary 

Ayurvedic, Siddha or Unani drugs indicating the following namely: 

1. Shelf life of the product. 

2. List of excipients, i.e additives, preservgtives, anti-oxidants, colouring agents, 
flavouring agents, sweeteners used 

3. Post marketing surveillance data ^every ymr for new patent or proprietary Ayurvedic, 
Siddha and Unani drugs. ” 

(f) For rule 160, the following rule shall be substituted, namely:- 
“160 Identification of raw materials.- 

Raw materials used in the preparation of Ajiirvedic, Siddha or Unani drugs shall be 
identified and tested, as per the Ayurvedic, Siddha and Unani Pharmacopoeial standards, 
wherever tests are available for their genuineness and records of such tests as are carried 
out for the purpose and the methods thereof shall be maintained. Where the tests are not 
available, the test should be performed according to the manufacturer's specification or 
other information available. The responsibility for providing a testing protocol for the 
patent and proprietary Ayurveda, Siddha and Unani medicine shall be that of the 
manuf actur er seeking the man ufacturing license. ” 

(g) In rule 161, in sub rule (1), after the words “each of the ingredients”, the words 
"inclusive of permitted preservatives, alternate sweeteners and colouring agents" shall 
be inserted 

(h) In rule 161, in sub rule (3) after clause (i) the following clauses shall be inserted, 
namely:- 

"(ia) Indication 

(iib) Contraindications (if any). ” 

(i)In rule 161, in sub-rule (3), after clause (Hi) the following clause shall be inserted, 
namely:- 

"(iiia) Product regist ration number," 

© In rule 161, insub^rule (3), after clause (vi), the following clause shall be inserted, 
namely:- 

^fvia) Date of expiry. ” 


(k) In rule 168, in the table, after serial number 1 and the entries relating thereto, the 
following serial numbers and entries shall respectively be inserted, namely. - 


Class of Drugs __ 

“la. Crude drugs included the Ayurvedic, 
Siddha and Unani Pharmacopoeia. 


lb. Finished products 


Standards to be complied with _ 

The standards for identify, purity and 

strength as given in the editions of 

Ayurvedic, Siddha and Unani 

Pharmacopoeia of India for the time being 
in force. 

The standards for quality as published from 
time to time by Department of Ayurveda, 
Yoga and Naturopathy, Unani, Siddha and 
Homeopathy, in the form of 

pharmacopoeia or any other compendium 
in force and in absence of such official 
specifications, the manufacturer's 

specifications or other information 
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available be followed. The responsibility 
for providing a providing a testing protocol 
for the patent and proprietary Ayurveda, 
Siddha and Unani medicine shall be that of 
the manufacturer seeking the 
__ manufacturing license.'’ _ 

(1) In schedule A, for Form 24~D, the following shall he substituted, namely 


‘TORM 24-D 

[See Rule 153 and 153-8(1)] 

Application for the grant/ renewal of product registration number and licence to 
manufijicture for sale of Ayurvedic, Siddha or Unani Drugs as defined in section 3 (a) of 
the Act. 

1. I/we.... of . hereby apply for the grant/renewal of product 

registration number and license to manufacture Ayurvedic, Siddha or Unani drugs on the 
premises situated at. 

2. Name of drug to be manufactured (Each application should be accompanied by a 
dossier for each individual drug containing the following details) 

1. Nart^e of drug. 

2. Detailed reference in original (textbook reference), 
y Indications. 

4 Contraindication (if any). 

5 Dose. 

6. Composition: 

a) Official name, 

b) Scientific name, 

c) Part Used, 

d) Quantity. 

7. Detailed method of manufacture followed (Standard Operative Procedure). 

8. Quality specifications of ingredients complying to Ayurvedic Pharmacopoeia of India, 
Unani Pharmacopoeia of India or Siddha Pharmacopoeia of India or others. 

9 Quality specification of finished product. 

10. Draft label. 

II. Pack size(s). 


12. Shelf life. 
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13. Names, qualifications and experience of technical staff employed for manufacturer 

and testing of Ayurvedic, Siddha or Unani drugs . 

14. A fee of rupees . has been credited to the Government under the head of 

account . and the relevant Treasury Challan is enclosed herewith. 


Date 


Signature . 

(Applicant) 


Note: The application should he accompanied by a plan of the premises. ” 


(m) In schedule A, after Form 24-D, the following shall be substituted, namely :- 

“FORM24Dd 
[See Rule 153-C(1)J 

Application for grant/renewal of product registration number for patent or proprietary 
Ayurvedic, Siddha or Unani drugs. 

1. I/we. of . hereby apply for the grant/renewal of product 

registration number and license to manufacture the patent or proprietary Ayurvedic, 
Siddha or Unani drugs on the premises situated at. 

1. Name of drug (No Ayurvedic, Siddha or Unani drug name with prefix or suffix as 
defined in section 3(a) of the Act) 

2. Composition: 

a) Official name; 

b) Scientific name; 

c) Part Used; 

d) Textual reference with page numbers; 

e) Quantity. 

3. Indications. 

4. Contraindications (if any). 

5. Dose. 

6. Therapeutic rationale. 

7 Detailed method of manufacture (Standard Operative Procedure) followed. 

8. Quality specifications of ingredients. 

9. List of excipients and specifications 
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W. Quality specification of finished product alongwhth testing protocols.. 

11. Draft label. 

12. Pack size(sf 

13. Shelf life. 


13. Names, qualifications and experience of technical staff' employed for manufacture 

and testing of Ayurvedic, Siddha or Unani drugs . 

14. A fee of rupees . has been credited to the Government under the head of 

account . and the relevant Treasury Challan is enclosed herewith. 

Signature . 

(Applicant) 

Date . 

Note: The application should he accompanied by a plan of the premises. ” 


(n) In schedule A, after Form 24D-I, the following shall be substituted, namely:- 


‘TORM 24-E 
(See Rule 154-AJ 

Application for the grant/ renewal of product registration number and loan licence to 
manufacture for sale Ayurvedic, Siddha or linani drugs. 

!■ I/we. of . hereby apply for the grant/renewal of product 

registration number and loan license to manufacture Ayurvedic, Siddha or Unani drugs 
on the premises situated at.C/o*. 

3, Name of drug to be manufactured (Ea<’b application should be accompanied by a 
dossier for each individual drug containing the following details :) 

Section / [Applicable for Ayurveda^ Siddha or Unani drugs as defined in 
section 3(a) of the Act] 

/. Name of drug. 

2. Detailed book reference. 

3. Indications. 

4. Contraindications (if any). 

5. Dose. 

6. Composition; 
a) Official name, 
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b) Sdentijic name, 

c) Part Used, 

d) Quantity. 

7. Detailed actual method of manufacture (Standard Operative Procedure). 

8. Quality specifications of ingredients. 

9. Quality specification of finished product. 

10. Draft label. 

11. Pack size(s). 

12. Shelf life. 

Section II (Applicable for patent or proprietary drugs),- 

1 . Product Name (No Ayurvedic, Siddha or Unani drug name with prefix or suffix as 
defined in section 3(a) of the Act). 

2. Composition: • 

a) Official name, 

b) Scientific name, 

c) Part Used, 

d) Textual reference with page numbers, 

e) Quantity. 

3. Indications. 

i 

4. Contraindications. 

5. Dose. 

6. Therapeutic rationale. 

7. Detailed method of manufacture (Standard Operative Procedure). 

8. Quality specifications of ingredients. 

9. List of excipients and specifications. 

10. Quality specification offinished product alongwith testing protocol. 

11. Draft label. 

12. Pack size (s). 


13. Shelf life. 

14. The Names, qualifications and experience of technical staff actually connected with 
the for manufacturer and testing of Ayurvedic (including Siddha) or Unani drugs in the 
manufacturing premises. 


334/ G1/06—4 
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15. l/We enclose 

(a) A (rue copy of a letter from the manu/aciuring concern whose manufacturing capacity 
is intended to be utilized by me/us. 

(b) A true copy of a letter from me/us to the mu rujacturing concern that they agree to 
>end the services of their competent technical s^aff equipment and premises for the 
manufacture of each item required by me/us and that they shall maintain the registers of 
raw materials and finished products separately in this behalf 

(c) Specimen of labels, cartons of the drugs proposed to he manufactured. 

16. A fee of Rs . has been credited to Government under the head of 

account . and the relevant Treasurv Challan is enclosed herewith. 

Date . Signature . (applicant) 

* Enter here the name of the proprietor, partners or managing director as the case 
may be. 

/ Enter here the name of the applicant firr.rand the address of the principal place of 
business. 

# Enter here the name and address of the manufacturing concern where the 
manufacture will be actually carried out and also the licence number under which the 
latter operators. ” 

(o) In schedule A, for form 25-/> the following shall be substituted, namely:- 


■10RM 25-D 
[See Rule 154] 

Licence to manufacture for sale o/ Ayurvedic, Siddha or Unani drugs 


No. of License. 

I. is/are. hereby given product registration number and licensed 

to manufacture the following Ayui'xedic, Siddha or Unani drugs on the premises situated 
at.under the directicr- and supervision of the following technical staff:- 


(a) Technical Staff (names). .. 

(b; Name of drug (each item to ^ .parately specified along with following details) [In 
case of Ayurvedic, Siddha or I aam as defined in section 3(a) of the Act] 


\a} Name of drug 

(b) Product Registration Numoew. 

(c) Composition. 

(i) Official name, 

(ii) Scientific name, 

(iii) Part Used, 

(iv) Quantity. 
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[In case of patent or proprietary Ayurveda, Siddha or Unani drugs as defined in section 
3(h) of the Act] 

(a) Name of the drug, 

(b) Product Registration Number. 

(c) Composition. 

(i) Official name, 

(ii) Scientific name, 

(iii) Part Used, 

(iv) Textual reference \i ith page numbers, 

(v) Quantity. 


2. The license shall he in force from . to . 

4. The license is subject to the conditions stated below and to such other conditions 
as may be specified in the rules for the time being in force under the Drugs and 
Cosmetics Act, 1940. 


Date of Issue 


Signature 
Designation.,,, 


Conditions of Licence 

1. The licence and any certificate of renewal in force shall be kept on the approved 
premises and shall be produced at the request of an Inspector, appointed under 
the Drugs and Cosmetics Act, 1940. 

2. Any change in the technical .staff names in the license shall be reported forthwith 
to the licensing authority. 

3. This licence shall be deemed to extend to such additional items as the licen.see 
may intimate to the licensing authority from time to time, and as may be endorsed 
by the licensing authority. 

4. The licensee shall inform the licensing authority in writing in the event of any 
change in the constitution of the firm operating under licence. Where any change 
in the constitution of the firm takes place, the current licence shall be deemed to 
be valid for a maximum period of three months from the date on w’hich the change 
takes place unless, in the meantime a fresh licence has been taken from the 
licensing authority in the name of the firm with the changed constitution. " 


(p) In schedule A, after Form 25-D, the following shall be inserted, namely:- 

'TORM25D~I 
[SeeRule I53-BJ 

Product Registration number to manufacture for sale of Ayurvedic, Siddha or Unani 
drugs by licensing authority: 

Certified that product registration number . granted for the product .. 

to Shri/ Messrs . for the manufacture of said Ayurvedic, Siddha or Unani drug 

complies M’ith the requirements as laid down in the Drugs and Cosmetics Rules, 1945. 
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This product registration number is valid for a period of three years from the date of 


is.sue. 


Date: 

Signature . 

Place: 

Designation . 


Licensing A uthority. 


Conditions of Product Registration Number: 

1. The product registration number for every Ayurvedic, Siddha or Unani drug shall he 
specific for the product and shall he mentioned on the label of the container. 

2. The licensing authority shall issue the product registration number within three 
months from the date of receipt of application. 


FORM25D -II 
[See Rule I53-C] 

Product registration number to manufacture for sale patent or proprietary Ayurvedic, 
Siddha or Unani drugs by Central Authority: 

Certified that product registration number . granted for the product . 

to Shri/ Messrs . .for the manufacture of said patent or proprietary Ayurvedic. 

Siddha or Unani drug complies with the requirements as laid down in the Drugs and 
Cosmetics Rules, 1945. 


This product registration number is valid for a period of three years. 

Date: Signature . 

Place: Designation . 

Conditions of product registration number 

1. The product registration number for every patent or proprietary Ayurvedic, Siddha or 
Unani drug shall be specific for the product and shall be mentioned on the label of 
the container. 

2. The Central Registration Authority shall issue the product registration number within 
thf'ee months from the date of receipt of the application with one copy to the licensee 
and one copy of the same to the licensing authority. ” 

(q) In schedule A, for Form 25-E the following shall be substituted, namely:- 

-FORM 25-E 
(See Rule 154-A) 

Loan license to manufacture for sale Ayurvedic', Siddha or Unani drugs 
No. of License. 

1. of. is hereby granted product registration number and loan 

licence to manufacture for sale Ayurvedic, Siddha or Unani drugs on the premises 

situated at.C/o.. . under the direction and supervision of the following 

expert technical staff: 

(a) Technical staff (names). 

(b) Name of drug (each item to be separately specified along with iollowing details) 
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[In case of Ayurveda, Siddha or Unani drugs as defined in section 3(a) of the Act] 

(a) Name of the drug 

(b) Product Registration Number. 

(c) Composition: 

(i) Official name, 

(ii) Scientific name, 

(iii) Part Used, 

(iv) Quantity. 

[In case of patent or proprietary Ayurveda, Siddha or Unani drugs as defined in section 
3(h) of the Act] 

(a) Name of drug. 

(b) Product Registration Number. 

(c) Composition: 


(i) Official name, 

(ii) Scientific name, 

(iii) Part Used, 

(iv) Textual reference with page numbers, 

(v) Quantity. 

3. The licence shall be in force from . to . 

4. The licence is subject to the conditions stated below and to such other conditions as 
may be specified in the rules for the time being in force under the Drugs and 
Cosmetics Act, 1940. 

Date of Issue . Signature . 

Designation...'. .•. 


Conditions of Licence 

1. The licence and any certificate of renewal in force shall be kept on the approved 
premises and shall be produced at the reque.st of an Inspector, appointed under 
the Drugs and Co.smetics Act, 1940. 

2. Any change in the technical .staff names in the licence shall he reported forthwith 
to the licensing authority. 

3. This licence shall he deemed to extend to such additional items as the licensee 
may intimate to the licensing authority from time to time, and as may he endorsed 
by the licensing authority. 
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4. The licensee shall inform the licensing authority in writing in the event of any 
change in the constitution of the firm operating under licence. Where any change 
in the constitution of the firm takes place, the current licence shall be deemed to 
be valid for a maximum period of three months from the date on which the change 
takes place unless, in the meantime a fresh license has been taken from the 
licensing authority in the name of the firm with the changed constitution. ” 

(r) In schedule A, for Form 26-D the follov. ir^g shall be substituted, namely:- 

TORM 26-D 
(See Rule 155) 

Certificate for renewal of product registration number and licence to manufacture for sale 

Ayurvedic, Siddha or Unani drugs. 

3. “Certified that product registration number and license number. granted on 

the .to Shri/Messrs.for the manufacture of Ayurvedic. Siddha or 

Unani drugs at the premises situated at . has been renewed 

from.to. 

4 . Names of Technical Staff. 

3. Names of drugs (each item to be separately specified alongw’ith following details:) 

(In case of Ayurveda, Siddha or Unani drugs as defined in section 3(a) of the Act.] 

(a) Name of the product. 

(b) Composition; 

(i) Official name, 

(ii) Scientific name, 

(iii) Part Used, 

(iv) Quantity. 

[In case of patent or proprietary Ayurveda, Siddha or Unani drugs as defined in section 

3(h) of the Act,] 

(a) Product Name. 

(h) Product Registration Number. 

(c) Composition: 

ii) Official name, 

(ii) Scientific name. 
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(ill)Part Used, 

(iv) Textual reference, 

(v) Quantity. 


Date of Issue 


Signature. 

Designation 


[No. K. 11027/8/2005-DCC (AYUSH)] 
SHIV BASANT, Jt. Secy. 
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